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4. The final date by which the international preliminary 
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1. With regard to the elements of the international application:* 
\x\ the international application as originally filed 
the description: 



1-34 





oanes 


NONE 


: , as originally filed 

. — - , filed with the demand 




oases 


NONE 


, filer! with th? If tter of 


1 — 1 


the claims: 






oaaes 


35-39 


— . , as originally filed 




panes 


NONE 


, as amended (together with any statement) under Article 19 




oaaes 


NONE 


— » filed with the demand 




panes 


NONE 


. filed with the letter of 


lid 


the drawings: 


1-14 






panes 


» as originally filed 




panes 


NONE 


_ , filed with the demand 




panes 


NONE 


filed With thft 1fttt*r rt f 


0 


the sequence listing part of the description: 




panes 


NONE 


. » as originally filed 



P*8 es : __ , filed with the demand 

P«g es NONE # fi i ed with ^ , etter of 

2. Wtoregani to the language, all tte^ 

the international application was filed, unless otherwise indicated under this item. ° 6 

These elements were available or furnished to this Authority in the following lunging * ^. 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23 1(b)) 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

I I language of the translation furnished for the purposes of intematkmal preliminary examination (under Rules 552 and/ 
or 55.3). I 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the written opinion was 
drawn on the basis of the sequence listing' 

□ contained in the international application in printed form. 
I I filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority in written form. 
| | furnished subsequently to this Authority in computer readable form. 

□ 2t!^ ***** **» ** s ™ *> ^ -e disclosure in the 
I I bera^^^^ information recorded m computer readable form is identical to the writen sequence listing has 

4 ^] The amendments have resulted in the cancellation of* 

the description, pages NONE 

QD the claims, Nos. NONE 

fx] the drawings, sheets/fig NONE 

5. Q This opinion has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as tiled, as indicated in the Supplemental Box (Rule 70.2(c)). 

* Replacement sheets which have been Jurnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this opinion as 'originally filed*. 
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(See Supplemental Sheet) 



1 . In response to the invitation (Form PCT/IPEA/405) to restrict or pay additional fees the applicant has: 
| | restricted the claims. 
fx] paid additional fees. 

paid additional fees under protest 

neither restricted nor paid additional fees. 



2. This Authority found that the requirement of unity of invention is not complied with for the following reasons and 
chose, according to Rule 68.1 not to invite the applicant to restrict or pay additional fees: 



Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this opinion: 

fx] all parts. 

[ I the parts relating to claims Nos. 
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V. Reasoned statement Aer Rule 66.2(a)(U) with regard to novelty, 
citations and explanations supporting such statement 



4k 
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five step or industrial applicability; 



1. statement 

Novelty (N) 

Inventive Step (IS) 
Industrial Applicability (LA) 



Claims 23. 25-26. 28. 34-35 



Claims 1-22. 24. 27. 29-33 and 36-39 



Claims NONE 



Claims 1-39 



Claims 1*39 



Claims NONE 



YES 
NO 

YES 
NO 



YES 
NO 



2. citations and explanations 

Claims 1-22, 24, 27, 29-33 and 36-39 lack novelty under PCT Article 33(2) as being anticipated by the patent to 
SUGIYAMA et al (US 4,728,432). SUGIYAMA et al [432] discloses a composite membrane comprising particulate*, a 
polymeric matrix, and a skin layer (see column 3, lines 2*-56; "skin" or surfaces are formed when "prepared by a known 
method of producing porous membranes-), as recited in instant claim 1 , and a method of making said membrane by providing 
a support (column 2, lines 50-51) and coating both sides of said support with a uniform thickness of a polymeric/paniculate blend 
(see column 5), as recited in instant claim 12. SUGIYAMA et al [432] also discloses hydrophobic polyurethane (column 3, line 
47), as recited in instant claims 2-3 and 13-14; more particles in an interior than in a "skin" surface (see above), as recited in 
instant claim 4 and 15; 70 % particulate and 30 % polymer (column 3, line 53), as recited in instant claims 5-6 and 16-17; 
nppled polyester mesh supports (column 3, lines 14-28), as recited in instant claims 7-8; a non-fiberized matrix (column 3) as 
recited in instant claim 9; a 400 micron thickness (column 3, line 59), as recited in instant claims 10-1 1 and 39; tetrahydrofuran 
(column 5, lines 6-7), as recited in instant claim 18; immersing in a non-solvent (column 5, line 14), as recited in instant claim 
19; flowcasting or dipping methods, which are well known to involve movement of a substrate (column 3, line 35), as recited 
in instant claim 20; multiple dipping steps (column 5, lines 14-19), as recited in instant claim 21; drying (i.e., removal from 
a water bath, column 5), as recited in instant claim 22; treating with a 0.9% sodium chloride containing solution (i e blood 
see abstract) as recited in instant claims 24, 27, and 29; a dipping method (column 3, line 35), as recited in instant claim 30- 
"superposing" into multiple layers (i.e. , pleating or rippling, see column 4, line 13), as recited in instant claims 31-32; 10 micron 
carbon particles (see claim 3), as recited in instant claim 33; edge sealing a membrane of desired size (column 4, line 29-45) 
as recited in instant claim 36; 10 micron particles (see claim 3), as recited in instant claim 37; and a contoured, non-fiberized 
membrane (column 3 and figure 2), as recited in instant claim 38. See TAFT (US 4,011,871), column 5, lines (Continued on 
Supplemental Sheet.) 
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Vm. Certain observation the international application 
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The foUowing observations on the clarity of the claims, description, and drawings or on the question whether the claims are fullv 
supported by the description, are made: 

Claim 13 ii objected to under PCT Rule 66.2(a)(v) as lacking clarity under PCT Article 6 because the claim is indefinite for 
the following reason(s): the use of the compound "polyurethene' is inconsistent with the disclosure and claim 2, as only a 
disclosure of "polyurethane" is provided in the instant specification. 
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Supplemental Boi 1 

(To be used when the space in any of the preceding boxes is not sufficient) 

Continuation of: Boxes I - VIII 



TIME LIMIT: 

The time limit set for response to a Written Opinion may not be extended. 37 CFR 1.434(d). Any response 
received after the expiration of the time limit set in the Written Opinion will not be considered in preparing the International 
Preliminary Examination Report. 



IV. LACK OF UNITY OF INVENTION: 

1. Thii response is made to a telephone Lack of Unity requirement (see telephone memorandum attached hereto or attached to 
a prior Written Opinion). 



V. 2. REASONED STATEMENTS - CITATIONS AND EXPLANATIONS (Continued): 
40-47, for information relating to the salt content of blood. 

Claims 23 , 25, 28 and 35 lack an inventive step under PCT Article 33(3) as being obvious over SUGIYAMA et al 
[432], as applied to claim 12 or 24 above, and further in view of NAKASHIMA et al (US 4,384,954). Claim 25 recites the 
additional limitation of polyvinyl alcohol treatment. Claims 23 and 28 recite the additional limitation of drying. 
NAKASHIMA et al [954J teaches polyvinyl alcohol treatment (column 3, line 63) and drying (column 4, line 62). It would 
have been well within the skill of the routineer of the art to utilize the treatment or drying methods of NAKASHIMA et al 
I954J in conjunction with the process of SUGIYAMA et al [432J for the purpose of achieving a desired degree of 
hydrophilicity for a particular sorption process. 

Claims 26 and 35 lack an inventive step under PCT Article 33(3) as being obvious over SUGIYAMA et al [432], as 
applied to claim 12 or 24 above, and further in view of HANCOCK et al (US 5,700,902). Claim 26 recites the additional 
limitation of glycerol treatment. Claim 35 recites the additional limitation of a copolymers material. HANCOCK et al [902] 
teaches the use of poIysulfone/PEO block copolymers treated with glycerol (column 15) for the use in artificial organs 
(column 5, lines 3-4). It would have been well within the skill of the routineer of the art to utilize the treated copolymer of 
HANCOCK et al [902] in place of the polysulfone of SUGIYAMA et al [432] for the purpose of improving membrane 
hydrophilicity (column 15). 

Claim 34 lacks an inventive step under PCT Article 33(3) as being obvious over SUGIYAMA et al [432], as applied 
to claim 12 above, and further in view of GUNNING (US 3,908,044). Claim 34 recites limitations relating to continuous 
membrane production. SUGIYAMA et al [432] suggests a dipping method (column 3, line 35) and discloses introduction into a 
treatment bath (column 5, lines 14-17) and subsequent drying (inherent upon removal thereof) and contouring (column 4, line 
13). SUGIYAMA et al [432] fails to disclose continuous introduction of a support into a housing wherein a blend is applied at 
a speed of 1 ft/min. GUNNING [044] teaches a well known continuous method of dipcoating a film (see figures 1 and 3-4), 
and further teaches the adjustment of film speed for the achievement of a particular film thickness (column 4, lines 12-27). It 
would have been well within the skill of the routineer of the art to continuously produce a membrane incorporating known 
continuous film coating process as taught by GUNNING [044] in combination with the process steps taught by SUGIYAMA et 
al [432] for the purpose of achieving economic benefit* owing to the use of a continuous versus a batch production process. 

Claims 1-39 have industrial applicability under PCT Article 33(4) because the subject matter claimed can be made or 
used in the blood separations industry. 
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